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DETAILED ACTION 

This is in response to the application filed on February 1 1 , 2004 in which claims 
1-19 are presented for examination. 

Status of claims 

Claims 1 -1 9 are pending, of which 1 , 6 and 1 1 are in independent form. Claims 
1,2, and 4-5 are rejected under 102(e) and claims 3 and 6-19 are rejected under 103(a). 
Information Disclosure Statement 

1 . The information disclosure statement (IDS) submitted on 8/25/2004 was filed 
after the mailing date of the Patent Application on 2/11/2004. The submission is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Drawings 

2. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they do not include the following reference sign(s) mentioned in the 
description: 1228 and 1230. Corrected drawing sheets in compliance with 37 CFR 
1 .121(d) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 
CFR 1.121 (d). If the changes are not accepted by the examiner, the applicant will be 
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notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

3. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 1 131 . Corrected drawing sheets in compliance with 37 CFR 1 .121(d), or 
amendment to the specification to add the reference character(s) in the description in 
compliance with 37 CFR 1 .121(b) are required in reply to the Office action to avoid 
abandonment of the application. Any amended replacement drawing sheet should 
include all of the figures appearing on the immediate prior version of the sheet, even if 
only one figure is being amended. Each drawing sheet submitted after the filing date of 
an application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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5. Claims 1, 2 and 4-5 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Sharma et al (US Patent No. 6,491,709). 

6. With respect to claim 1 , Sharma discloses an endcap for a lancing device 
comprising "a body" in column 2, lines 25-26 and 38-40. A" contact face on said body" is 
disclosed by Sharma in column 2, lines 35-41 by referring to a cap tip attached to the 
body of the lancer device that will have surface contact. Sharma teaches "an opening in 
the said contact face" in column 3, lines 50-53 and in FIGS. 3-4, #105, where an 
aperture is shown through which a stylet of a lancet can extend. Also disclosed is "a 
pattern of pressure points on said face, wherein said pressure points comprise a pattern 
of a plurality of ribs with channels defined between adjacent ribs" in column 3, lines 24- 
26. The multiple crenellations that extend from the distal end of the lancer device can be 
regarded as a pattern of ribs that form pressure points. The crenellations are small 
ridges that cause pressure when placed upon a contact surface. The depressions are 
grooves that separate each crenellation as do the channels that reside between each 
rib. The depressions, like the channels, do not cause pressure. 

7. Most of the limitations of dependent claim 2 have been discussed in the rejection 
of claim 1 above. In addition, Sharma discloses a body being formed of "transparent 
material" in column 3, lines 20-23, so as to permit the expressed blood to be viewed 
through the endcap. 
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8. Most of the limitations of dependent claim 4 have been discussed above in the 
rejection of claim 1 . Sharma additionally discloses pressure points that are "concentric" 
with the opening of the endcap in FIG 3, #100. The crenellations are pressure points 
and have a common center surrounding the aperture. 

9. Most of the limitations of dependent claim 5 have been discussed above in the 
rejection of claim 1. Furthermore, Sharma teaches "radially" extending pressure points 
in FIG 1 , #100, in which the crenellations are arranged outwardly from a central 
opening. 

Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claims 3 and 6-1 0 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Moerman et al (US Patent No. 6,706,049) in view of Sharma et al (US Patent No. 
6,491,709). 

Most of the limitations of claim 3 have been noted in the above rejection of claim 
1 . However, Sharma does not disclose a contact face that is "concave". 

Moerman discloses a contact ring, the "contact face" of the cap body, being 
concave in curvature in column 5, lines 35-45. 
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Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention, having the teachings of Moerman and Sharma, to form a 
concaved contact face that would cause a decrease in pressure as the contact face 
extends inwardly and towards the opening, thus initiating a pressure gradient that will 
cause fluid to flow towards the opening (Moerman, column 6, lines 1-5). This method for 
improving the endcap of Sharma was within the ordinary ability of one of ordinary skill in 
the art based on the teachings of Moerman. 

12. With respect to independent claim 6, Sharma teaches an "endcap" for a lancing 
device comprising "a body, said body including a face, an aperture, in said face for 
passage of a lancet, said face being concave, and a rib pattern on said face". "A body" 
that includes a "face" is disclosed in column 2, lines 35-41 and 38-40, in which the body 
of the endcap is the nose portion and the face is the cap tip. "An aperture" is taught in 
column 3, lines 50-53 and in FIGS 3-4, #105, in which a stylet on the lancet may extend 
through the aperture to make a puncture. A "rib pattern" is disclosed in column 3, lines, 
23-26, FIG 3, #101, #102, in which multiple crenellations extend from the distal end of 
the cap creating a distinctive design. 

The difference between Sharma and claim 6 is the recitation of a concave 
contact face. 

Moerman discloses a contact ring, the contact face of the cap body, being 
concave in curvature in column 5, lines 35-45. 
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Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention, having the teachings of Moerman and Sharma, to form a 
concaved contact face because it would cause a decrease in pressure as the contact 
face extends inwardly and towards the opening thus initiating a pressure gradient that 
will cause fluid to flow towards the opening (Moerman, column 6, lines 1-5). This 
method for improving the endcap of Sharma was within the ordinary ability of one of 
ordinary skill in the art based on the teachings of Moerman. 

13. Claim 7 is dependent upon independent claim 6, which has been rejected as 
discussed supra with respect to Sharma and Moerman. Additionally, Sharma discloses 
a "rib pattern" which includes a "plurality of ribs" in column 3, lines 23-26, FIG 3, 

#1 01 and #1 02. Crenellations or fingers that extend from the distal end of the site tip 
may be regarded as a pattern of ribs for the crenellations create a distinctive design. 
The depressions that separate the crenellations are gaps between each crenellation 
and therefore may be defined as channels. A "plurality of ribs" is displayed in FIG 3, 
#101 and #102, where more than one crenellation is shown. 

14. Claim 8 is dependent upon independent claim 6, which has been rejected as 
discussed supra with respect to Sharma and Moerman. Moreover, Sharma discloses a 
body being formed of "transparent material" in column 3, lines 20-23. 
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15. Claim 9 is dependent upon independent claim 6, which has been rejected as 
discussed supra with respect to Sharma and Moerman. Sharma also teaches "pressure 
points" that are "concentric" with the opening of the endcap in FIG 3, #100. The 
crenellations have a common center and cause pressure when placed upon a surface. 

16. Claim 10 is dependent upon independent claim 6, which has been rejected as 
discussed supra with respect to Sharma and Moerman. Sharma teaches "radially" 
extending pressure points in FIG 1, #100, in which the crenellations are arranged 
outwardly from a central opening. 

1 7. Claims 11-15, 17 and 1 9 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Sharma et al (US Patent No. 6,491 ,709) and Douglas et al (US 
Patent No. 6,332,871). 

With respect to independent claim 1 1 , Sharma discloses a "lancing device" with a 
"lancet" and an "endcap" in column 2, lines 18-26 as well as in column 3, lines 47-53 in 
which the cap tip being the endcap. A "skin contacting face with a pattern of pressure 
points" is taught by Sharma in column 3, lines 23-26 and FIG 3 and also discussed in 
the rejection of claim 1 . Placing the "contact face onto a selected site" and "actuating 
said lancet to puncture skin", is disclosed by Sharma in column 1, lines 33-34. 

The difference between Sharma and claim 11 is the recitation of "massaging" the 
site with the contact face to cause blood to flow to the puncture site. 
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Douglas discloses a "method of drawing a blood sample" by "massaging" the site 
with the contact face to cause blood to flow to the puncture site in column 5, lines 57-63. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention, having the teachings of Douglas and Sharma, to apply frictional 
movement of the contact face to the puncture site to cause fluid to expel toward the 
incision. 

18. Claim 1 2 is dependent upon independent claim 1 1 , which has been rejected as 
discussed supra with respect to Sharma and Douglas. Additionally, Douglas teaches the 
method of "massaging" the site "prior to actuating the lancet" in column 5, lines 57-58. 

1 9. Claim 1 3 is dependent upon independent claim 1 1 , which has been rejected as 
discussed supra with respect to Sharma and Douglas. "Alternating turning" the endcap 
"clockwise and counterclockwise while maintaining pressure" is disclosed by Sharma in 
column 3, lines 27-31 and lines 40-45. Twisting and rotating the endcap can occur in 
both directions. 

20. Claim 14 is dependent upon independent claim 1 1 , which has been rejected as 
discussed supra with respect to Sharma and Douglas. "Rocking" is disclosed by 
Douglas in column 5, lines 57-60, in which blood flow is enhanced through massaging 
the puncture site. Rocking can be defined as a type of massaging that encompasses 
rubbing the endcap back and forth or side to side to stimulate circulation. 
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21 . Claim 15 is dependent upon independent claim 1 1 , which has been rejected as 
discussed supra with respect to Sharma and Douglas. "Toward and away" is disclosed 
by Douglas in column 5, lines 57-60, in which blood flow is enhanced through 
massaging the puncture site. Toward and away can be defined as a type of massaging 
that encompasses rubbing the endcap to and from the puncture site. 

22. Claim 17 is dependent upon independent claim 1 1 , which has been rejected as 
discussed supra with respect to Sharma and Douglas. Moreover, Sharma discloses 
"channels in the contact face" that are defined through the formation of "pressure points" 
in column 3, lines 23-26 and FIG 3, #102. The "channels" can be described as 
depressions separated by the crenellations that do not apply pressure when applied to a 
surface. 

23. Claim 1 9 is dependent upon independent claim 1 1 , which has been rejected as 
discussed supra with respect to Sharma and Douglas. Sharma additionally discloses a 
"transparent" endcap that allows the "viewing" of the amount of blood that has been 
extracted from the puncture site "while massaging" in column 3, lines 20-21. 

24. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sharma 
et al (US Patent No. 6,491 ,709) in view of Douglas et al (US Patent No. 6,332,871 ) as 
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applied to claim 1 1 above, and further in view of Levaughn et al (US Patent No. 
6,283,982). 

With respect to dependent claim 16, Sharma and Douglas do not recite the 
method of "applying constant pressure" to the skin using the contact face. 

Levaughn discloses a method of applying a steady, compressive pressure after 
initiating the puncture in order to stimulate the flow of fluid in column 1 1 , lines 1 9-30. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention, having the teachings of Douglas, Sharma and Levaughn, to use a 
compressive force to create a tension in the tissue that would cause the wound to open 
and fluid flow to commence. This method of improving the procedure of expelling fluid in 
Sharma and Douglas was within the ordinary ability of one of ordinary skill in the art 
based on the teachings of Levaughn. 

25. Claim 18 rejected under 35 U.S.C. 103(a) as being unpatentable over Sharma et 
al (US Patent No. 6,491 ,709) and Douglas et al (US Patent No. 6,332,871 ) as applied to 
claim 1 1 above, and further in view of Moerman et al (US Patent No. 6,706,049). 

With respect to dependent claim 18, the difference between Sharma and 
Douglas and claim 18 is the recitation of the method comprising of "beveling" contact 
face around the aperture which would provide the "reduction of pressure" toward the 
aperture as the site is massaged by the contact face. 

Moerman discloses an aperture with a "beveling" contact face in column 5, lines 
40-45 and column 6, lines 47-49. The beveling of the contact face is described by the 
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slanting and incline formed by the concavity of the contact face. In turn, the concavity 
causes a "reduction of pressure" toward the aperture as the site is massaged by the 
contact face in, column 6, lines 7-15. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention, having the teachings of Douglas, Sharma and Moerman, to form a 
decreasing pressure gradient to urge the fluid to flow toward the aperture thus creating 
a smooth, not turbulent, release of fluid at puncture site. 

Conclusion 

26. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Douglas et al (US Patent No. 5,951,493), Duchon et al (US 
Patent No. 5,879,31 1 ) and Duchon et al (US Patent No. 6,464,649) relate to lancing 
devices and methods for obtaining samples of blood and other fluids. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOCELIN C. TANNER whose telephone number is 
(571 )270-5202. The examiner can normally be reached on Monday through Thursday 
between 9am and 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frantz Coby can be reached on 571-272-4017. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Jocelin C. Tanner/ 
Examiner, Art Unit 4133 
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Supervisory Patent Examiner, Art 
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